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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 25 September 2003 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-24 is/are pending in the application. 

4a) Of the above claim(s) 10-24 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 0 Claim(s) £9 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) [3 The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-12, drawn to method for determining the level of sedation in a 
patient who is receiving a conscious sedation drug, classified in class 600, 
subclass 552. 

II. Claims 13-24, drawn to an apparatus for determining the level of sedation 
in a patient who is receiving a conscious sedation drug, classified in class 
600, subclass 552. 

The inventions are distinct, each from the other because of the following reasons: 

2. Inventions I and II are related as process and apparatus for its practice. The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another and materially different apparatus or by hand, or (2) the apparatus 
as claimed can be used to practice another and materially different process. (MPEP § 
806.05(e)). In this case the process as claimed can be practiced by another and 
materially different apparatus such as one that does not require the particulars of a 
controller, request assembly, or response assembly. Because these inventions are 
independent or distinct for the reasons given above and the inventions require a 
different field of search (see MPEP § 808.02), restriction for examination purposes as 
indicated is proper. 
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3. This application contains claims directed to the following patentably distinct 
species: Species I drawn to a vibratory pulse that is auditory or acoustic and Species II 
drawn to a vibratory pulse that is a tactile pulse. The species are independent or 
distinct because different sensory perception is stimulated. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claim 1 is generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

4. During a telephone conversation with Mr. Verne Kreger on February 28, 2006 a 
provisional election was made without traverse to prosecute the invention of Group I, 
claims 1-12 and Species I. Affirmation of this election must be made by applicant in 
replying to this Office action. Claims 10-24 are withdrawn from further consideration by 
the examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 
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5. Claims 10-12 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected inventions an species, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on February 28, 2006. 

Specification 

6. The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Laserow 
(6387054). In regard to claim 1, Laserow shows a method of measuring a patient's 
response to a stimulus comprising applying a vibratory pulse stimulus, instructing the 
patient to respond to the stimulus, and monitoring the patient's response (column 4 lines 
19-28). Laserow further shows a microprocessor means for executing a method of 
separating the pulse of the stimuli by increasing the intensity of the pulse and 
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automatically adjusting the time at which the stimulus intensity will increase and be 
applied (column 5, lines 21-33). 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. Claims 2-3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Laserow in view of Heitmann et al. (6123677). Laserow shows a method of measuring 
a patient's response to a stimulus as cited above, but lacks disclosure of applying two 
varying stimuli. Heitmann et al. teaches applying an additional stimulus L 3 to a patient 
which is the same as the initial stimulus U and L 2 . In regard to claim 3, Laserow shows 
a method of repeating the procedure of applying the stimulus. Therefore it would have 
been obvious for having ordinary skill in the art at the time of the invention to modify 
Laserow with an additional stimulus as taught by Heitmann et al. for the purpose of 
providing an additional vibratory stimulus. 

1 1 . Claims 4-5 and 8 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Laserow in view of Gafani et al. (5191896). Laserow shows a method of 
measuring a patient's response to a stimulus as cited above, but lacks disclosure 
regarding varying the time interval or duration of the applied vibratory pulse stimuli. In 
regard to claims 4-5 and 8, Gafani et al. teaches a method for measuring the sensitivity 
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to stimuli in which a programmed computer 28 can provide a vibratory pulse stimuli at 
varied intensity modulations and time intervals (column 6, lines 8-1 1 ). It would have 
been obvious for having ordinary skill in the art at the time of the invention to modify 
Laserow with a method for varying the time interval of the stimulus as taught by Gafani 
et al. for the purpose of providing an applied vibratory stimuli for different durations. 

12. Claims 6 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Laserow and Gafani et al. as applied to claims 4 and 5 above, and further in view of 
Heitmann et al. Laserow and Gafani et al. shows a method of measuring a patient's 
response to a stimulus applied at varied time intervals as cited above, but lacks 
disclosure regarding altering the interval of the two applied stimuli. Heitmann et al. 
teaches applying an additional stimulus L 3 to a patient which is the same as the initial 
stimulus Li and L 2 , where stimulus L 3 can be altered to be substantially equal to or less 
than the initial stimulus Li and L 2 ( column 2, lines 57-63). It would have been obvious 
for having ordinary skill in the art at the time of the invention to modify Laserow and 
Gafani et al. with a method for altering the time interval of the stimulus of the initial and 
additional stimulus as taught by Heitman et al. since such modification would provide 
altered intervals of applying the first and additional stimulus. 

13. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Laserow 
in view of Causevic (20040243017). Laserow shows a method of measuring a patient's 
response to a stimulus as cited above, but lacks disclosure of the type of vibratory 
pulse. Causevic teaches a method for monitoring sedation in which the applied 
stimulus is auditory (page 3, paragraph 0036). It would have been obvious for having 
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ordinary skill in the art at the time of the invention to modify Laserow with a method for 
applying auditory vibratory pulses as taught by Causevic since such modification would 
provide auditory vibratory pulse stimulus. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kristin D. Rogers whose telephone number is 
571.272.7293. The examiner can normally be reached on Monday through Friday 
8:00am - 4:30pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571.272.4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



KDR 




